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DETAILED ACTION 

Notice to Applicant 

1. This communication is in response to the application filed 7/1 1/03. Claims 1-17 
are pending. 

Information Disclosure Statement 

2. The IDS's filed 7/1 1/2003,3/9/2004, and 1/14/2005 have been entered and 
considered by the Examiner. 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. Claims 1 -3, 8 -1 0, and 1 6 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Baldwin, System makes it easier to link patients to clinical trials 
(hereinafter Baldwin) in view of Angiogenesis Weekly, Clinical Trials; Comprehensive 
Online Resource Launched (hereinafter Veritas). 

As per claim 1 , Baldwin discloses a system for enrolling patients in a medical 
study, comprising: 

• a database component operative to maintain a medical practice (e.g. hospital) 
database component and their corresponding plurality of specialties (see 
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paragraph 5), and a clinical studies database component and their corresponding 
plurality of medical studies (see paragraph 24); 

• a communications component to alert said medical practices (e.g. hospital) to 
said medical studies and receive changes to said databases (see paragraph 13); 
and a 

• processor programmed to: update said database components (see paragraph 
23); 

• periodically match compatible medical information and medical studies (see 
paragraphs 13 and 14); and 

• generate reports to matched medical practices in said medical practice database 
(see paragraph 23). 

Baldwin teaches the features of claim 1 as explained above. It is respectfully submitted 
that a hospital is a location for the practice of medicine. Baldwin does not explicitly 
disclose matching medical specialties of medical practices with compatible medical 
studies. However, Veritas teaches matching medical specialties of medical practices 
(i.e. physicians) with compatible medical studies (see paragraphs 3 and 4). It would 
have been obvious to one of ordinary skill in the art of clinical trial matching at the time 
of the invention to incorporate this matching feature into the system described by 
Baldwin. One of ordinary skill in the art would have been motivated to incorporate this 
feature for the purpose of enhancing the "fuzzy matching" technique disclosed by 
Baldwin). 
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As per claim 2, Baldwin and Veritas in combination disclose the system of claim 
1 as explained in the rejection of claim 1 . Baldwin further discloses said database 
component operative to maintain a patient database component identifying patients 
associated with each said medical practice (i.e. physician) in said medical practice 
database component (see paragraphs 12 and 23); said processor programmed to: 
update said patient database component with data supplied by said communications 
component (see paragraph 23); and generate reports to said matched medical practices 
to include a listing of prospective patients (see paragraphs 13, 14, and 23). 

As per claim 3, Baldwin in view of Veritas disclose the system of claim 1 as 
described above. Baldwin further discloses a searching component for searching said 
clinical studies database (see paragraph 18); wherein said searching component is 
adaptable to receive queries from said medical practices via said searching components 
(see paragraphs 12-14). 

Claims 8-10 and 16 contain substantially similar computerized method limitations 
to the system limitations recited in claims 1-3 and, as such, are rejected for similar 
reasons as given above. 

5. Claim 15 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Baldwin, System makes it easier to link patients to clinical trials (hereinafter 
Baldwin) in view of Angiogenesis Weekly, Clinical Trials; Comprehensive Online 
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Resource Launched (hereinafter Veritas) and further in view of Knight, (U.S. Patent 
Application No. 2002/0099570.) 

As per claim 15, Baldwin and Veritas in combination disclose the method of 
claim 8 as described in the rejection of claim 8. Baldwin further discloses posting a for 
listing each said medical study in said clinical studies database (see paragraph 24). 
Baldwin does not explicitly disclose receiving queries from prospective patients via said 
posting component. However, Knight teaches a clinical trial recruitment system that 
includes a component for receiving queries from prospective patients (see paragraph 
52). It would have been obvious to one of ordinary skill in the art of clinical trial 
matching at the time of the invention to incorporate this feature into the system 
described by Baldwin. One of ordinary skill in the art would have been motivated to 
include this feature to provide stronger, more accurate matches of clinical trials to 
specific patients. 

6. Claims 4-6 and 11-14 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Baldwin, System makes it easier to link patients to clinical trials (hereinafter 
Baldwin) in view of Angiogenesis Weekly, Clinical Trials; Comprehensive Online 
Resource Launched (hereinafter Veritasr) and further in view of Kraftson et al., (U.S. 
Patent No. 6,151,581) 

As per claim 4, Baldwin and Veritas in combination teach the system of claim 2 
as described in the rejection of claim 2. Baldwin does not explicitly teach maintaining a 
fee database component identifying fees associated with procedures performed by 
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medical specialties; said processor programmed to calculate a total fee to be paid to 
each said medical practice participating in each said medical study utilizing said fee 
database component. 

Kraftson teaches such fee calculation features (see column 5, lines 7-22, in 
particular, "practice management/costs data," and column 13, lines 52-56). It would 
have been obvious to one of ordinary skill in the art of clinical trial matching at the time 
of the invention to incorporate this feature into the system described by Baldwin. As 
suggested by Kraftson one of ordinary skill in the art would have been motivated to 
incorporate this feature for the purpose of better managing physician costs (see column 
5, lines 59-62). 

As per claim 5, Baldwin in view of Veritas and Kraftson teach the system of claim 
4 as described in the rejection of claim 4. Baldwin does not explicitly teach a fee 
database component operative to maintain a doctor's fee database component 
identifying fees associated with doctor's procedures as part of said medical studies and 
an ancillary fee database component identifying fees associated with miscellaneous 
charges associated with said medical studies; said processor programmed to calculate 
said total fee from said doctor's fee database component and said ancillary fee 
database component. 

Kraftson teaches maintaining such a fee database component (see column 10, 
lines 40-54). It would have been obvious to one of ordinary skill in the art of clinical trial 
matching at the time of the invention to incorporate this feature into the system 
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described by Baldwin. One of ordinary skill in the art would have been motivated to 
incorporate this feature for the purpose of better managing physician costs (see column 
5, lines 59-62). 

As per claim 6, Baldwin in view of Veritas and Kraftson teach the system of claim 
5 as described in the rejection of claim 5. Baldwin does not explicitly disclose 
generating a billing statement based upon said total fee and a number of patients 
actually enrolled in one of said plurality of medical studies. 

Kraftson teaches such billing features (see column 10, lines 40-54). It would 
have been obvious to one of ordinary skill in the art of clinical trial matching at the time 
of the invention to incorporate this feature into the system described by Baldwin. One of 
ordinary skill in the art would have been motivated to incorporate this feature for the 
purpose of better managing physician costs (see column 5, lines 59-62). 

Claims 11-14 contain substantially similar computerized method limitations to the 
system limitations recited in claims 4-6 and, as such, are rejected for similar reasons as 
given above. 

7. Claims 7 and 17 are under 35 U.S.C. 103(a) as being unpatentable over Baldwin 
in view of Veritas and in further view of Briegs et al (US 7,054,823). 

As per claims 7 and 17, Baldwin and Veritas in combination disclose the 
limitations of claims 2 and 9 as explained in the rejections of claims 2 and 9, but do not 
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expressly disclose that the processor is programmed to generate a metric of completed 
components of the medical study or timeline for completion of the study. 

Briegs discloses a system and method wherein timelines and deadlines for study 
milestones are generated, (col. 9, lines 32-48) It would have been obvious at the time 
of the Applicant's invention to further modify the teachings of Baldwin and Veritas in 
combination with the teachings of Briegs to generate timelines and deadlines for the 
study. As suggested by Briegs, one would have been motivated to include this feature 
to ensure that the study remains coordinated and well-organized, (col. 1, lines 35-50) 



Conclusion 

8. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to RACHEL L. PORTER whose telephone number is 
(571)272-6775. The examiner can normally be reached on M-F, 9:30-6:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, (Christopher) Luke Gilligan can be reached on (571) 272-6770. The fax 
phone number for the organization where this application or proceeding is assigned is 
571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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